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. .7 .. . US.ATOMIC ENERGY COMMISSION - SEI
- 'REGISTRATION CERWFICATE-IN VITRO TESTING - %
AR WITH BYPRODUCT MATERIAL UNDER GENERAL: LlCENSE
Scction 31,11 of 10 CFR 31 estallishes a general license authorizing physicians, clinical 'lulnf}ralor‘ic's_."ﬁg}!‘ ioipita i :

certain small quantities of byproduct material for {n vitro clinical or Jaboratory tests not involving »ll(_e,y_tl;ct}@l'tb. uxidrndbc
sdministration of the byproduct ‘material or the radiation therefrom to human beings or sphinaly, Posst ‘;9__,0’&%{\]»:94@5&{ '
mateial under 10 CFRR 31.11 is not authorized until the physician, clinical luboratory. or hospital has filed Farm AES ’.g;sggnni

_ recciyed.from the: Cotmission a validated copy of Form AEC-433 with registralion 'n.\:mber.l. DRI i eyl
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r=- " 3,7 hereby spply for a registration ngmber: Burguantte
e - 3111, 10 CFR 31 feor vw‘zpl}}bqud‘pgtjm exialy;
“s 7" [please check one block only) == Tyl i AN
v 2. Myself, ‘2 gduly licensed ' gh f
: - dispenss drugs in the prastice of

. [0 'b. Ths sboyemnamed clinicf ub
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Ty > :BV_?;[?",.:"S'_As'n:r{ﬁ.l‘.L: “. dutTN: A
. " INSTRUCTIONS PR U Qi e 3
‘4o o, ). Submit this {orm in triplicate to:. LRy T R ot
ey »t= e <™ ¥ United States Atomic Encrgy Commission . » ¥
b ST - Attention: Directorate of Licensing, - i . 3
N ‘ .:. Lo h’atﬂiﬂl’nmch DI SR B AL - ‘i
AL " 'Washington, D.C. 20545 - * ) . £, :
2. Please print ot type the name and address™ - K
U (including zip code) of the yegistrant ¥
" phyician, clincial laboratary, or haspital for - ‘:‘5
- whom or for whch this registration form is
" filed. Position the first letter of the address K
below the left dot and do not extend the = =~ ™

" address beyond the right dot. (At AEC,a o
77 gepistration number will be assigned and &." " 7 0 T
- validated copy. of Form AEC-483 will be. o R
;! xctui'ned.). Cat haeas o B

',vs..‘-;;..‘"‘ cayte ’

v i. 9‘;- If place of use is different from address in Item 1, pleasd give complete address: -
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l ﬁereby éertify lh:x:,t: h

i 3Tea, AN infom;ation jn this registration certificate is true and complci;.' .

ST % The segistrant h:as apptopriate ‘Tradiation measuring instguments to catry out the tests'for which byprddu?t}‘mgtg
~ general license df 10 CFR 31.11. The tests will be performed only by personnel competent in the gse of the nitr

- of the byproduct malterials, . . AT 4 A SRS

nooel undcrstand that Commission regulations require that any change in the information furnished by 2 rcglstrm;‘qgﬂfiﬁ;

. besgported fo the Directoratc of Licensing, Materials Branch, within 30 days from the effcctive date of such changey,

0 CFR 31 (rcpr.ingvcd on thcrcvgrgc ik
byproduct material which he regejves, 8
filed with the Atoiic Encegy _Cyi:‘x;m !

k d. I have read and’:understnnd the provisions of Section 31,11 of AEC rcﬁulationi 1
understand that:the registzant is required to comply with those provisions 25 to all
* . uses, of transfers under the general license for which this Registration Certificate is
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4 WARNING-18US.C., Section 1001; Act ot June 25, 1948; 62 Stat. 749; mokes it a criminal offense 10 moke A w;ﬂjfu!h.
-1 : vqpmscntation to any dapariment or agency of tha United States os 10 any mattar within' its»]i;t}s.qi(;tié 3
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$30.31 General liceuse for use of iodine-125
or ioudine-131
Lubazatory testing.

() A geveral license is hereby issued to any
physician, clinical laboratory, or hospital to
reccive, acyuire, possess, transter or use, for any
of the fuliowing stated tests, in accordance with

_the provisions of paragraphs (b), (c),-(d), (),

- a—

2nd ) of this seciion, the following byproduct
mateciais in prepackaged units:
(1) lodine-125, in units not exceeding 10

microcuties cach for use in.vitro clinical ot -

Liboratory tests not iavolving internal. or
external administration of byproduct material,
vz the radiation
animals, e s

(b) No person shall reccive, acquire, possess,
us2 or transfer byproduct materinl pursuant to
tha gencral license established by paragraph (a)
of this section until he has -filed Form

- AEC-183, “Registration Certificate~In Vitro

“Testing with Byproduct Material Under General

received from the Coinmission a validated copy
of Form AEC483 with registration number
assigred, The resistrant shall furnish on Form
AEC-483 the following information and such

_other information as may-be required by that

form: : N L NE
(1) Nameacd adress of the registraht; ™~ >
" (2) Thelucstion of use; and :

L(3) A siatemert that the

catry oul in viiro clinical or laboratory tasts
with byprecduct matecdials as authorized under
tite gereral licease in paragraph (a) of this
section, and thut such tests will be pecforme

only by personnel competent in the use of such

for in vitro clinical or.

therclfrom, to human beings or

e

registrant has’
- appropriate radiztion measuring instruinzats to

{e) A . puson  who  reccives, -acquires,
posscsses of uses by product material pursnant
to the general ficense estabiishwd by puraggaph
(1) of this sectio? shall comply with the
following:

(1) The general licensee shall not possess it
any one time, pursuant to the geacral license i
paragraph- (3) of this section, at any one
location of starage or us¢ a total amount of
iodine-125 and/or iodine-131 in excess of 200
_microcuries, . .

- (2) The pgenerul licensee shall store the

.'..‘bn:roduct matceial, until used, in the original

shipping container or in a container providing

- equivalent radialion proteciion.

o e The 'L;Eneml licensee shall use the
_ byproduct material only for the uses authorized
by paragzaph (a) of this section,

(4) The general licenses shall not transfer
_the byproduct material to a person who is not
authorized to receive it pursuant to a license

«~License”, with-the. Directorate. ol.-Licensing, —r. ... — i t
" Matsrials Branch, - U.S. "Atomic Energy iSsied by~the Commission or an Agcemen
. Commission, Washington, D.C. 20545, and

State,! nor transfer the byproduct material in
any-_manner other than in the unopened,
labeled shipping container as rcceived from the

" supplier.

. (d) The general licensee shull not receive,
-acquire, possess, or use byproduct material
pursuant to paragraph (1) of this seciiong

w(l) Ex&btas prepackaged units vhich are
labeled in accordance with the provisions of a

" specific license issued uider the provisions of

§32.71 of this chupter or in sccordance with
the provisions of a specific license fssucd by ua

YA State to which the Commission has

. transferred . certain repulatory suthority over

radioactive material by  formal  spreeinent,

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

Apscement’ State, which  suthorizes
manufacture and distribution of jodine-125 or

jodine-1 21 for distethution 10 persons geoer ="' -
licensed by the Apresniem State.
{(2) Usnless the foltawing statement,

FAt
subsiaatially similar statement which v:nuhvw/ 3

the information calted for in the following
stateinent; appears oa a fabel ailived 12 cach,
prepackansd unit or appears in a lzuflzt or
brochure which accompanics the puckaze: :

This radioactive material- may be reccived,
acquired, possesed, and  wed only by
physiciazs, clinical luboratories or hospitais and
only for in vitro clinical or tsbosatory tests not
involving iniernil or external sdministeation of
th= materizl of the raduation therelrom to
human bcinss  or animabs.  Its recuipt,
acquirition, possession, use, and transfer are
subjoect {0 the rexulations and a Jeneral license
of tha U.S. Atontc Fnergy Commission ur of 2

tate with which the Commission has entered

into an ayreement for the exercisa of regulatory .-

authority.

Name of manufactusss L

(¢) The registrant possessing or  using
bypraduct materials under the seneral license
of parugraph (2) of this section shall report in -
writing to the Dircctorate of Licensing,
Materials Branch, any changes in information
furnished by himn in  the *‘Registration
Certificate-In Vitro Testing with Byproduct
Maicrial Usder Gereral' License™, Forn®
AEC- 483, The report shall be turnished within
30 days after the effretive date of such change,

(1) Any person using byproduct m-
puiswunt {o the general license of parags:

of this scction is exemps from the r:qui;e.\/' o

of Part 20 of this chapter with respect to -,

instruinents and in the handling of the pursuant to sectinn 274 of the Atomic Energy Ly product materials- cosered by that general
) by product waterials, Act of 1934, as amendzd. license., -
- RETT AL S L AXES o m et Paime =

. e e

NOTE

If larger quantitics or other forms of byj:roduct material than those specified in the general licernse of 10 CFR 31.11% are required, an

“Application for Byproduct Material License,” Form AEC-313, should be filed to obt
and registeation forms may be obtained from the United States Atomic Frerg,

Directorate of Licensing.
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ain a specific by praduct material license. Copies of application
y Commission, Washington, D.C. 20345, Aticntion: Materials Branch,
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